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ParHa D. Royal 
80 Main slreet 

Plympton, MA 02347 
Tel: 781-585-9370 
FAX: ?Bl-585-6370 

10: U.S. FDA Offw aF PoXIcy and Fu: 30% 
Planning 8274070 

FPUW Patricia D. Royal fhb: May 21, ZCMM 

Fk Docket No: 2004-O I 84: Public Health Pap@: 4 
Sea&y and Bioteniorism; Food’ 
bK?pMion; Sampling services and 
priv- labonrtory llJx@n?meats. 

cc: 

Glrr)hgdodbanmberfwrhldrallI~hasclpngd). 

Simerely, 

Patricia D. Royal 
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Subject: [Docket No: 2004N-OlW, RIN No: 0910AB%f[FR Doc:O449699];[Page 
23460~234731; Public Health Security aad Bioterriorism; Food importatiola; 
samrplinrg services and private iabomtorits requir~man+ d 

(_,’ / *j-j!:, yj;iy 2 -j ,: ;.: 11 i‘: 

Quality Systems Consultants, Inc. (QSC) offers the following comments on the subject of 
the proposed rule. Founded in 1997, Qua&y Systems Consultants, Inc. is a small 
consulting company specializing providing techn.icaIevaJuations and qua&y as~~ce 
services to labomtories and industries regukd & U.S,FDA in addition to non- 
regulated biology and chemistry laboratories that o~rate under the IS0 17025. The 
scope is broad and includes laboratories that analyze &id products, veterinary products, 
medical devices, toxicology and residue chemistry. 

Quality Systems Consultants. inc. supports the Food zind Drug Administmtion efforts in 
its attempt to establish a unir”orm  approach to monitoring impotted food products, and to 
emwe the valid@  and integrity of scientific data generated fion sampling and analyzing 
food products imported into this country. 

The goals of the proposed rule are noble. Yl%e prop&l as stated, would establish 
guidelines for laboratories te&ing food products to 11$(: “validated or recognized 
adytid methods. _ _ and is intied to help assute t&e integnity and scientifically 
validity of data and results submitted to FDA”. However with tbk said there appears to 
be several shortcomings with the proposed rule that C$C wishes to comment on, Most 
comments pertain to Subpart D- Requirements for Private Laboratolries, 

1) The proposed mle dam not but shouM spcc$Q a quality standard nnder 
which lrbnttories shall opcnitt. 

Qudity systems standards have been in existence since the eaxly 1970s and have 
been shown to kncrease the quality, integrity, and reliability of data generated by 
testing laboratories. They emerged f iwm cases @negligence and tiaud in the 
pharmaceutical in&try, With the implement&on of GLP and GMP programs 
under the U.S. FDA, U.S EPA, and OECD p~qgraxns these serious problems of 
data integrity and reliability have been greatly kmproved, While no program  can 
as stated in the proposal ‘“guarantee” reliable data, only through continual 
oversight can i&actions be contained. 

There are many testing programs in the U.S. arid internationally that are not 
regulated, but do r4y on external and internal monitoring programs that promo& 
&&I integrity and consistency. Many ofthese programs operate under IS0 
standards, most notably IS0 1.7025. The intektional aseptance of this standard 
and its MOU provide consistent oversight and implementation across 
international boarders. This is an important consideration when attempting to 
establish a program  to mobifor foad imports. 

Long standing experience has shown that the success of regulated and non- 
regulated testing, has been greatly enhanced when laboratories operate under a 
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specific standard that describe the requirem & ts for facility operations and 
sttucture, equipment tinterlana and cali~tion, quality ContZol of aaa\ytical 
measurements, along with demonstrated competency of the technical and quality 
assurance staff; the implementation is monitored by an independent quality 
assunmce pwo,&ssional either internal to the Monitory or as a t&d party- 

2) The current proposed ruie doer0 not spec& qusllity assurance ow~~&ht. 

The pqmed progmn hcludes routine food testing aJong titb potential bioterror 
testing. The goals of this proposed standard as stated are two fold fiFirst to ensure 
the reliability of data submitted to FDA, and +wnd to assign “‘FDA ove&ht to 
other regulatory matters”. W ithout rwognized third party oversight using trained 
quality assurance persormel this program  will ‘M l short of its intended goals, and 
will lead to inconsistent implementation ofres&g programs and inconsistent data 
quality and integrity submitted to the U.S.FDA, 

3) The pqm~ed m le does not require IabomtoIy Accreditation or any other 
gtmdard requiremenb 

Stanckds exist to address the needs of food testing laboratories, and have been 
sueeessfi~lly in operation for several years. The XSO 1.7025 Standard coupled with 
the AOAC Accreditation Criteria for Laboratories &forming Food M icrobiology 
and Chemical analyses in Foods, Feeds, and Pharmaceutical Testing Standard can 
pnwide an internationally recognized program&at will produce standardized 
quality and date integrity, and external and internal monitoring of laboratory 
program  implementation. 

Together, these programs provide the food testing industry with specific 
guidelines to operate their facility, ensure adequate! instrument opwation by 
tdmicdly qualified staff, along with the maintenance and calibration of 
equipment., and compute validation. They also provide comment quality 
assumnce Professionals to monitor these la~ra$ories to ensure conformance with 
recognized international standards of food testing laboratories. 

Most commonly found food contamination are hsted in the propose4 rule under 
Table 3. These types of analyses are routinely conducted at focK testing 
laboratories under standardized methods, inclwjing those of U.S. FDA. Before 
accr~itation, a laboratory must demonstrate competency either through 
successful participation in external proficiency testing progratn or by equivalent 
internal programs. More unique &@krg programs require method w&ation 
‘before being inch&d in any au3&&alion program . Proficiency testing programs 
have shown to imprwe kch,&cak.&ecution of +nalyses, star.&.rdize quality 
sticlardsi, and e&mee&e evak&~of te&nk$aal competency. 
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4) The current p~opos81 f&W3 that the %bonrtory w&d mport the tat results 
either to the owner or coo8ignee or to lQDkV. 

5) 
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Mar;lv labomtories use electrutic data suhnksion to sponsors and to U.S. FDA. 
This necessitates a laborz2tor-y to be in compliance with 2 1 CRT; Part 11. This rule 
is in flux md has been problematic with many laboratorks. Until these 
requirements and the issues surrout~ding thw require;mexlts m  resolved clearer 
guidance should be given to food testing laboratories. 

While the propoeil eddream sampun& it does not address subsampling 
~omducted in the laboratory. 

Often large samples are received at a k&oratory. These samples must then be 
subsamples according to stat&wd operating procedures to ensure either technical 
or statistically representative samples are analyzed. Requkcxnents for 
subsampling are given in tie AOAC food p~pgram and should be incorporated in 
any laboratory requirement. 

‘l’%e importance of this proposed tie cannot be underestimated. The responsibilities of 
the tW.iw laboratories and those of the US, FDA mu& exlsure aad require &at 
Woratories operate on a level of integrity and excellence that can only be acquired by 
implementing a program  that requires a recognized st4indz& that includes external 
monitoring of activities and data. 

For these reasons, QSC suggests that the U.S. FDA reconsider its conclusion, and 
suggests that Accreditation to IS0 17025 and the AOAC food program  be specified as 
the quality and technical standards of this rule. As owner and active member of the 
quality assurarW profession I welcome any comments or questions to this response. 

Patricia D. Royal, M .S. RQAP 
President 
Quality Systems Cons&ants, Inc. 


